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1. INTRODUCTION:   
The primary hypothesis will be to determine the effect of the prehospital infusion (i.e., during air medical transport) of AB 

plasma (2 units) on 30 day mortality in patients with hemorrhagic shock as compared to standard air medical care. The 

secondary hypotheses is to determine the effect of the prehospital infusion (i.e., during air medical transport) of AB plasma (2 

units) in patients with hemorrhagic shock on clinical outcomes including 24 hour blood transfusion requirements, the 

development of multiple organ failure, nosocomial infection, acute lung injury (ALI) and transfusion related acute lung injury 

(TRALI). 
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methodology used during the reporting period, including a description of any changes to originally proposed methods, shall be 

summarized.  Data supporting research conclusions, in the form of figures and/or tables, shall be embedded in the text, 

appended, or referenced to appended manuscripts.  Actual or anticipated problems or delays and actions or plans to resolve 

them shall be included. Additionally, any changes in approach and reasons for these changes shall be reported.   Any change 

that is substantially different from the original approved SOW (e.g., new or modified tasks, objectives, experiments, 

etc.)  requires review by the Grants Officer’s Representative and final approval by USAMRAA Grants Officer through 

an award modification prior to initiating any changes. 

 

The IND protocol was submitted to the FDA on May 2012 and it was put on hold on June 14, 2012.  The PI and project 

manager sent response to clinical hold on July 30, 2012.  We received FDA authorization to proceed on November 8, 2012. 

 

We received University of Pittsburgh IRB approval for the coordinating center on December 11, 2012.   

 

The protocol was distributed to following participating sites to start preparation to local IRBs and community consultation. 

Case Western  

Louisville 

University of Pittsburgh 

University of Tennessee 

University of Texas southwestern 

Vanderbilt University 

 

University of Pittsburgh IRB approved the protocol for Pittsburgh site on April 8, 2013 for a period of 1 year, with renewal 

date on March 26, 2014. 

The remaining sites are in the process of submitting to their local IRBs starting in July 2013 and the community consultation 

plan is in the development and implementation stage.   
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emanating from this research.  Project milestones, such as simply completing proposed experiments, 

are not acceptable as key research accomplishments.  Key research accomplishments are those that 

have contributed to the major goals and objectives and that have potential impact on the research field.   

 
University of Pittsburgh site concluded all community consultation (questionnaires and telephone surveys) on April 

2013.   

Jason Sperry, the PI for this project, was interviewed by local media and explained the purpose of this study to 

Pittsburgh local and surrounding area.  
 

5. CONCLUSION:  Summarize the importance and/or implications with respect to medical and /or 

military significance of the completed research including distinctive contributions, innovations, or 

changes in practice or behavior that has come about as a result of the project.  A brief description of 

future plans to accomplish the goals and objectives shall also be included.   
 

 

The enrollment for this study has not yet begun.  Pittsburgh site plans to start training of the protocol and research 

procedures.  The remaining sites are in the early phase of submission to their IRB of record for this protocol. 

 



 

 

Our plan is to have all sites approved by their IRB of records at the time of Department of Army final approval to 

start the enrollment for this study. 
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